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DETAILED ACTION 
Response to After-Final Amendment 

1 . The After-Final Amendment filed 1/30/2006 has been entered. 

2. Claims 2-13, 15-17, 24-42, 44-47 are pending. 

3. Ex Parte Prosecution on the merits of this application is re-opened on claims 2- 
13, 15-17, 24-42, 44-47 upon further consideration of the prior art. 

4. The rejection of claims 1-9 and 1 1-23 and 43-47 under 35 U.S.C. 102(a) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Melrose et 
al. (WO 00/03723) is withdrawn upon further consideration of the prior art date. 

5. The rejection of claims 29 under 35 U.S.C. 103(a) as being unpatentable over 
Melrose et al. (WO 00/03723) is withdrawn upon further review of the prior art. 

6. The rejection of claims 24-28 and 30-42 under 35 U.S.C. 103(a) as being 
unpatentable over Melrose et al. (WO 00/03723) is maintained for the reasons recited in 
the previous office action and further explained under the new grounds of rejection. 

Response to Arguments 

7. Applicant's arguments, filed 1/30/2006, with respect to the rejection(s)of 2-13, 15- 
17, 24-42, 44-47 have been fully considered. However, upon further consideration of 
the prior art, a new ground(s) of rejection is made below. 

New Grounds of Rejection 
Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 



Application/Control Number: 10/053,088 Page 3 

Art Unit: 1751 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

10. Claims 2-13, 15-17, and 44-47 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Melrose et 
al. (WO 00/03723). 

Melrose et al. teach a method for the preparation of compositions of poly(2- 
propenal, 2-propenoic acid) comprising the method steps of dissolving the poly(2- 
propenal, 2-propenoic acid) in aqueous base, adding an organic compound containing 
one or more hydrophobic groups, and subsequently acidifying the solution, whereby 
interaction between the hydrophobic groups of the organic compound and the poly(2- 
propenal, 2-propenoic acid) prevents precipitation of the poly(2-propenal, 2-propenoic 
acid) occurring at pH >5.5 and the solution is consequently stable over a broad pH 
range. See abstract. Specifically, Melrose et al. teach polymeric compounds having a 
polyacrolein sub-unit in aldehyde, hydrated, hemi-acetal or acetal form and having 
biostatic or biocidal properties and the biostatic and/or biocidal uses of these 
compositions. See page 2, In. 10-25. 

Melrose et al. teach that antimicrobial compositions may be used as 
preservatives, or as the active ingredients in disinfectants, dermatological compositions 
including sun screen formulations or antiseptic formulations, or in animal feed additives. 
Generally these antimicrobial compositions must: be stable; be efficacious in killing 



Application/Control Number: 10/053,088 Page 4 

Art Unit: 1751 

micro-organisms within a specified time; be safe, that is be reasonably free of toxicity 
which may be caused by the trans-dermal migration of low molecular weight ingredients 
into the blood-stream so as to manifest toxicity, antigenicity, allergy, irritation or 
inflammation; have minimal odor; and in some dermatological preparations, have the 
property of sun screening and minimize adverse dermatological effects from the 
generation of free-radicals. See pages 2-3. 

Specifically regarding claims 12-13 and 15-17, Melrose et al. teach that the 
composition further comprises one or more of ethylene diamine tetra acetic acid, a 
lower alkanol, a phenol, isothiazolinones and glutaraldehyde, whereby the composition 
exhibits a synergistic increase in antimicrobial activity. See page 5 and example 7, 
page 17. In example 5 on page 16, Melrose et al. illustrate in formulation a) a 
composition comprising 1 .5% antimicrobial polymer in 65% ethanol. See line 8 of 
pg.16. 

Regarding claims 44-47, Melrose et al. teach the utility of a composition 
comprising poly(2-propenal, 2-propenoic acid) and polyethylene glycol as an animal 
feed additive. See abstract and page 4,lines 1-9. 

Melrose et al. illustrate in example 1, that the antimicrobial composition is 
combined with an anticancer agent such as hydroquinone. See page 12, In. 20-25. 

Melrose et al. illustrate microbiological test of poly(2-propenal, 2-propenoic acid) 
to kill various organisms such as P. vulgaris, E. coli, and Ps. Aeruginosa which cause 
gastrointestinal disease in animals. See Table 10A, page 23. 
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Melrose et al. illustrate in example 8 the effects of the presence of poly(2- 
propenal, 2-propenoic acid) on the migration of various agents across a model for skin 
wherein (a) poly(2-propenal, 2-propenoic acid) (0.5 g) was dissolved in polyethylene 
glycol 1000 (10 g) by stirring at 70 C, then sodium hydroxide micro-pellets (50 mg) 
were added and stirred for 2 minutes, and then octyl methoxy cinnimate (10 g; 
sunscreen agent) was added, followed by a mixture of the polymeric emulsifiers 
PEMULIN TR1 and CARBOPOL 2984 (0.5 g; equal parts) whilst maintaining the 
temperature at 70 C./15 minutes. See page 19. 

Melrose et al. illustrates a composition comprising poly(2-propenal, 2-propenoic 
acid) in polyethylene glycol which is substantially identical to the material limitations of 
the instant claims. Accordingly, the teachings of Melrose et al. anticipate the material 
limitations of the instant claims. 

Alternatively, even if the broad teachings of Melrose et al. are not sufficient to 
anticipate the material limitations of the instant claims, it would have been nonetheless 
obvious to one of ordinary skill in the art, to arrive at an antimicrobial composition 
comprising a derivative of poly(2-propenal, 2-propenoic acid) in polyethylene glycol 
having protected carbonyl groups and reduction of H 1 NMR signal as recited by the 
instant claims, because Melrose et al. teach a reaction of poly(2-propenal, 2-propenoic 
acid) and polyethylene glycol for 15 minutes at 70 degrees C. See example 8 (a) page 
19. Furthermore, limitations to protected carbonyl groups and reduction in H 1 NMR 
signal are encompassed by the invention of Melrose et al. because Melrose et al. 
illustrate by example the use of similar materials (i.e. poly(2-propenal, 2-propenoic 
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acid)) and in the similar production steps (i.e. reaction with polyethylene glycol) to 
produce an antimicrobial composition which are useful preservatives, or as the active 
ingredients in disinfectants, dermatological compositions including sun screen 
formulations or antiseptic formulations, or in animal feed additives meeting regulatory 
standards. The same components in the same composition would result in the same 
property of H 1 NMR signal reduction and the carbonyl groups being protected. The 
burden is upon the applicant to prove otherwise. In re Fitzgerald, 205 USPQ 594. 
1 1 . Claims 24-28 and 30-42 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Melrose et al. (WO 00/03723). 

Melrose et al. are relied upon as set forth above. 

Melrose et al. do not specifically teach a method of treating gastrointestinal 
disease in an animal with compositions of poly(2-propenal, 2-propenoic acid) and the 
specified dosages for administration as recited by the instant claims. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was mate to use a composition comprising poly(2-propenal, 2-propenoic acid) 
in a method of treating gastrointestinal diseases in animals as recited by the instant 
claims, with a reasonable expectation of success, because Melrose et al. suggest the 
use of poly(2-propenal, 2-propenoic acid) as an antimicrobial agent in animal feed to kill 
organisms such as P. vulgaris, E. coli, Ps. Aeruginosa which cause gastrointestinal 
disease in animals. See Table 10A, page 23 and page 4,lines 1-9. Also, one of ordinary 
skill in the art would have been motivated to modify the dosage of the antimicrobial 
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composition to achieve optimal kill ratio of the microbe(s) while maintaining the health of 
the animal. 

12. Claims 2-11, and 44-45 are rejected under 35 U.S.C. 102(a) as anticipated by or, 
in the alternative, under 35 U.S.C. 103(a) as obvious over Melrose et al. (WO 
00/01/60874). 

Regarding claims 2-11, Melrose et al. teach a method for the preparation of 
compositions of poly(2-propenal, 2-propenoic acid) comprising the method steps of 
dissolving the poly(2-propenal, 2-propenoic acid) in water or PEG 200. See Example 1 
and 2 on page 8. Melrose et al. teach polymeric compounds having a polyacrolein sub- 
unit in aldehyde, hydrated, hemi-acetal or acetal form and having biostatic or biocidal 
properties and the biostatic and/or biocidal uses of these compositions. See page 1-2. 
In examples 2 and 8 on pages 8-9 and 15-16, Melrose et al. illustrate, the reaction of 
poly(2-propenal, 2-propenoic acid) with PEG 200. The resulting antimicrobial 
composition is utilized to kill microbes which cause gastrointestinal disease such as 
microbes originating from P. aeruginosa, S. aureus, and S. choleraesuis. 

Melrose et al. illustrates a composition comprising poly(2-propenal, 2-propenoic 
acid) in polyethylene glycol which is substantially identical to the material limitations of 
the instant claims. Accordingly, the teachings of Melrose et al. anticipate the material 
limitations of the instant claims. 

Alternatively, even if the broad teachings of Melrose et al. are not sufficient to 
anticipate the material limitations of the instant claims, it would have been nonetheless 
obvious to one of ordinary skill in the art, to arrive at an antimicrobial composition 
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comprising a derivative of poly(2-propenal, 2-propenoic acid) in polyethylene glycol 
having protected carbonyl groups and reduction of H 1 NMR signal as recited by the 
instant claims, because Melrose et al. teach a reaction of poly(2-propenal, 2-propenoic 
acid) and polyethylene glycol for 12 or 25 days at 60 C. See example 2 page 9. 
Furthermore, limitations to protected carbonyl groups and reduction in H 1 NMR signal 
are encompassed by the invention of Melrose et al. because Melrose et al. illustrate by 
example the use of similar materials (i.e. poly(2-propenal, 2-propenoic acid)) and in the 
similar production steps (i.e. reaction with polyethylene glycol) to produce an 
antimicrobial composition. The same components in the same composition would result 
in the same property of H 1 NMR signal reduction and the carbonyl groups being 
protected. The burden is upon the applicant to prove otherwise. In re Fitzgerald, 205 
USPQ 594. 

Allowable Subject Matter 

13. Claim 29 objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. The prior art made of record do not specifically teach 
the claimed method of rectally administering the antimicrobial composition to ruminant 
animals. The prior art suggests oral administration by combination to animal feed. 

Conclusion 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Preeti Kumar whose telephone number is 571-272- 
1320. The examiner can normally be reached on M-F 9:00am - 5:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Douglas Mc Ginty can be reached on 571-272-1029. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Preeti Kumar 
Examiner 
Art Unit 1751 
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